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Art Unit: 1625 

The Status of Claims: 

Claims 1-67 are pending. 

Claims 1-41,52, 54-59, and 60-66 are rejected. 



DETAILED ACTION 

1 . Claims 1-41 ,52,54-59, and 60-66 are under consideration in this Office Action. 

Priority 

2. It is noted that this application is a 371 of PCT/US05/1 3709(04/22/2005), which 
claims benefit of 60/564,308(04/22/2004), claims benefit of 60/564,721(04/22/2004). 

Drawings 

3. The drawings filed on 9/13/06 are accepted by the examiner. 



Election/Restriction 

Applicant's election with traverse of Group I (claims 1-41,52,54-59, and 60-66) 
on 05/04/2010 is acknowledged. 

Claims 42-51,53, and 67 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to nonelected groups l-XI, there being no allowable 

generic or linking claim. 
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Claim Rejections - 35 USC § 102 



2113 [R-1] I¥oduct-by-I¥ocess Claims 

PRODUCT BY PROCESS CLAIMS ARE NOT LIMITED TO THE 
MANIPULATIONS OF THE RECITED STEPS, ONLY THE STRUCTURE 
IMPLIED BY THE STEPS 

"[E]venthoL^ product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself! The patentability of a product 
does not depend on its method of production. If the product in the product-by-process 
claim is the same as or obvious from a product of the prior art, the claim is unpatentable 
even ttiou^ the prior product was made by a difiFerent process." In re Thorpe^ 111 
F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985) (citations omitted) (Claim was 
directed to a novolac color developer. The process of making the developer was 
allowed. The difference between the inventi^^e process and the prior ait was tiie addition 
of metal oxide and carboxylic acid as separate ingredients instead of adding the more 
expensive pre-reacted metal carboxylate. The product-by-process claim was rejected 
because the end product, in both the prior art: and the allowed process, ends up 
containirig metal carboxylate. The fact that the metal carboxylate is not directly added, 
but is instead produced in-situ does not change the end product.). 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the Invention was known or used by others In this country, or patented or described In a printed 
publication In this or a foreign country, before the Invention thereof by the applicant for a patent. 

Claims 1-6, 38-41, and 55-66 are rejected under 35 U.S.C. 102(a) as being 
anticipated clearly by Johnson et al (WO 03/086324). . 
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Johnson et al discloses tine followings(see abstract): 




llsfiss ejosugouads- mss^' fee Ib tjie cosiipesitbn, m its acid foms or m tlie- fssJ-m of a 
plsjfssofc^saily s<?r!epi:«bb sa^t The physblogically asceptabk salt af 2-(4'[2-|<3,5" 
dtmeliyiptey3)ataffi£>]"2'C^^ acid j^jemtted m 

Mv'mg the Mb^dag geaessi strticfesse wljsre X'' ^^pessnSs tlje csiism of ths physMogieally 




are sot linated to, lys-ine^ li3?dmsy-l5?S!«e, hisddl-ese, atgitslae, omifMse, trameitems^, 
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Ihc afcsMrie modlCjr&ig C«8l^>C«»d k ipse&tsfely Tgkmcxd m mMim fdw to 
adastaJstrs&ra. The solutto jMj l>e saade ^sk^g wisf, a. ssUtie soMmt s. fetrose! sotoioas 
a Istetate4 Riag^r*s soksJba, »a Jsq^jeoKs sakSian isf aiaRastol, of jeLmbmtksas ttoeof tl?* 
dOuent Olliei- diilHenis may Ij© as Img m ihm &m saitabk for psueatmsl sdsikiyMkm 
to & p&iit\± Ft^fimMy, (fee ditet ^bes iwt mkm JJie chessics] or physical (sanlckf) 
sablllty (jf d% 9dkfiSten& modsfyiiJig eosapoasid smc& thsl :tt Mis tiie (y&P) 25 

(see page 17 .lines 1-22). Tliis is identical with the claims. 

Because the prior art expressly can teach the same compound in a variety of 
crystalline forms just as the instant claims, the measurements of FTIR spectrum, and 
X-ray powder diffraction pattern recited in the claims would be inherent features in the 
absence of evidence to the contrary. 

Applicants are advised that In re Best . 562 F.2d 1252, 195 USPQ 430 (CCPA 
1 977) states: where, as here, the claimed and prior art product is identical or 
substantially identical , or produced by an identical or substantially identical process, 
the PTO can request an applicant to prove that the prior art product does not 
necessarily possess the characteristics of the claimed product — whether the rejection 
is based on " inherency " under 35 USC 102 , on " prima facie obviousness " under 35 
use, jointly or alternatively, the burden of proof is the same , and its fairness is 
evidenced by the PTO's inability to manufacture products or to obtain and compare 
prior art products." Note ,also, " products which are merely different forms of known 
compounds, notwithstanding that some desirable results are obtained therefrom, are 
unpatentable where products have same utility as the art compounds; the invention can 
be present if the prior art product can not be used for the purpose asserted for pure or 
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new form of product; merely changing form, purity, color or other charactehstics of old 
product with a new use as a result thereof does not render product patentable where 
utility remains the same ; stability of product does not confer patentability thereon even 
though a new result is asserted; moreover, advantages in use of product can not be 
considered of patentable significance. Ex parte HartOD l^ 39 USPQ 525). 

Limitations from the specification cannot be read into claims and the examiner 
has used the claims as presented. There is no distinguishing feature in the claims that 
prevents the claims from reading on the prior art crystalline form. As such , the prior art 
anticipates clearly the instant claims. 

Claim Rejections - 35 USC § 103 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set fortli in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-41,52,54-59, and 60-66 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Johnson et al (WO 03/086324) in view of Byrn et al (Solid-State 
chemistry of Drugs, 2"^^. ed. 1999, p. 233-236). 

Johnson et al discloses the followings(see abstract): 



t ^ i ! s I i-<« ( iff ^ 1 \ > 
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meth^liSft^esic acid ^s^sNO^Ns; KfebcBlgr Weiglit ™ Jl) fisteiag 




sxsmpk^ sm^ak- <i«^yatsd&M may ateks.de, wst ImM^ soctiani, isstassium, 

£»s tiot limitsti toj lymm^ jsydrOJtjMpifte, hMdti'ie.i, argitme,. omitMsi*; tm'asdfeaiSsiMs 
megkastkifi!, arid comlj3S!iMs.oas fi^of. 



The a!lostesic modsfysRg conspHod hs prefersbly placed in mlmo^ prsor to 
adaamates^ofi. The s»iutH>B mty he- made usbg water, a saline soMos, a dextrose s^ltistaa, 
a IsKlaisd Rkiger's ssUstiOB, ki^ squsws aoluskm of mannkols or coKiMsiatteHS ihesreofas tie 
dsluesit. Oilwt- dtkjsnts m ssy wsd as foag ss they sre stdiable fer pateatol isfeksstr^ba 
to is ps5.4s8t3t Pjpetksbiy, tim Mumi does, mi tt^m^ Sl^ ebessieal ei- Abysses! (partkle) 
sJaislsty of t}?s altesde msdifybg eompwad sush Ifa&t Jt Mh the (UEt*) 25 



(see page 17 .lines 1-22). 
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However, the instant invention differs from the prior art in that the solvate form of 
efaproxiral sodium in water, ethanol, methanol and acetone is unspecified; four or 
seven moles of water per mole of efaproxiral sodium is also unspecified. 



Byrn et al teaches the followings (see page 234, third paragraph) : 



(Anotlier aspect of solvs^ ftsrmatioa is tbsA viEtaally any Is^boratoiy solvent cm be 
involved; Table 1 1 3 lists solvents in solvates reported iii the crystjal strsKtusjie iteratee 
oiti cffiganic compoimds wbich, naturally, inclBdes many crji^talKne dmgs.' lu soise 
solvates,- two or evm three different solvents oopt^y thek own pcmtioiis" in th& stem- 
ture, Fiathi^rraoies, a compGUod may form solvates with a giy©a solvent m diffi^Bt' 
latios, 2:U I'h etc** ^ lare cases> a fixed rado in polymoiphic fooas. 

Talkie 1 13 Solvents Unt Fonn Solvs^ mSi ^ OESanie OoBop^iiids 
"walsx 

aoetotdtnle 

(see page 236, table 1 1 .3). 

Johnson et al expressly teaches that the efaproxiral compound can be in the 
form of sodium as well as inorganic or organic cationic counterions or combinations; 
furthermore, Byrn et al advocates that most drugs can form solvates with a given 
solvent In a different ratio. In addition, Byrn et al addresses the formation of solvates of 
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many drugs with tlie following good motivations (see page 236, a middle paragraph) : 

&s^ftiP| be moHitoiBd carelidly ia ttoe SBteresls I3f good contiol ). 

* They hme a inmpktlogy cosadiicive ^6 good fitaiioni or dte 
» Th^ mm be ooSy cm^i^S&mfym amiable for X-tay striKtoe 

* ni!^ be «seM M llieir issoh^atsd Jprrn as a 4ri^ pooduct due - 

» Hirf may be pa£ao£able fear of llie ;a3bove reasciris, tes ffo- 
tagisg t£ie iBiiiitfiistcBjiig ^cl^pdvity cf the drug. 

Therefore, if the skilled artisan in the art had desired to form the solvates of well- 
known efaproxiral sodium, it would have been obvious to the skilled artisan in the art to 
be motivated to employ the teachings of Byrn et al in the Johnson et al process. This is 
because Byrn et al does provide good incentives to develop the solvates of well-known 
efaproxiral sodium; the skilled artisan in the art would expect such a manipulation to be 
successful and feasible as guidance shown in the prior art. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Taylor Victor Oh whose telephone number Is 571-272- 
0689. The examiner can normally be reached on 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on 571-272-0867. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding tine status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Taylor Victor Oh, MSD,LAC 
Primary Examiner 
Art Unit :1 625 

/Taylor Victor Oh/ 

Primary Examiner, Art Unit 1625 

5/20/10 



